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What Better feels like™
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March 25, 2005
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INTEGRATIVE THERAPEUTICS INC.™

NF Formulas « PhytoPharmica

Tyler Encapsulatlons * Vltahne Formulas

9755 SW Commerce Circle, Suite BZ
Wilsonvilie, OR 97070

P: 503.582. 83662 -? 5503

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE:

Dear Sir or Madam:

Label Claims/Disclaimers

wogR -1 P

g
ENZYMAT!C THERAPY®

PHYTOPHARMICA‘

825 Chalienger Dnve, C‘.reen Bay, Wl 5431 1 -8328
P: 920469.1313 + F: 888:570.6460 (Enzymatic)
69.9099 = 'F: 920.469.4418 (Phyto)

HAR 30 2005

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory

in nature.

Protectwe Breast
Formula™*

Protective Breast Formula is a combination
of clinically and scientifically studied
ingredients that support the immune system
and cellular health.” It includes turmeric
extract, Indoplex® with DIM, calcium d-
glucarate, maitake d-fraction, green tea
extract, grape seed extract and vitamin D3,
bringing together some of the most widely-
studied ingredients that support immune
health.*

Calcium (gs calcium D-glucarate),

Vitamin D (as cho!ecaicsferol)

Turmeric (Curcuma longa)
Rhizome Extract, Calcium d-
Glucarate, Green Tea (Camellia
sinensis) Leaf Extract, Indolplex
Complex, Grape (Vitis vinifera)
Seed Extract, Maitake (Frifola
frandosa) Mushroom Extract

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the smtemems are truthful and not misleading.

puaedd

By:

Robert Doster
Title: Senior Vice President of Scientific Affairs
Date: 3 /25 /@5
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If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at

(920) 406-3608.

Michael P Devereux
Chief Financial Officer

Smcere

Protective Breast Formula 13¢
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INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY*
NF Formulas » PhytoPharmica &
Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THERAPY Wilsonville, OR 97070 P: $20.469.1313 - F: 888.570,6460 (Enzymatic)
e mimpia oo P: 503.582.8386 - F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
What Better jeels e
————
March 25, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is o notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)}(6) of the act, These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

S i & i S e QUG SN AE SRS Sitatcy Sy S . 7
Protective Specifically formulated to | Vitamin D (as cholecalciferal), Calcium (as calcium D-
Breast provide optimum benefits | glucarate), Turmeric (Curcuma longa) Rhizome Extract,
Formula™* for women* Caicium d-Glucarate, Green Tea (Camellia sinensis)

Leaf Extract, Indolplex Complex, Grape (Vitis vinifera)
Seed Extract, Maitake (Frifola frondosa) Mushroom
Extract

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

o fupedd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 3 /Z,S/OS

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Sincerely, &}“

ichael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®
NF Formulas « PhytoPharmica ’ ) &
Tyler Encapsulatmns % Vltahne Formulas : " PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Dnve Green Bay, Wl 5431 1—8328

EN—.—-MATIC THE““ -:‘ pTr Wilsonwville, OR 97070 P: 920. AAQ 1313 » F: BRKR.570.6460 (an/maﬂr\

Ve g e v P: 503.582.8386 ~ F: 503.582.0467 P 920.469.9099 « F: 920.469.4418 (Phyto)

woat Better feets tike”

p——
March 25, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Pacl ked, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by seetion 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the excmption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are

not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

“PRODUCT

OINAMES e e e Bt
Protective Includes the potent natural Vitamin D (as choiecalcufero) Turmeric
Breast immune boosters and antioxidants: | (Curcuma longa) Rhizome Extract, Calcium d-
Formula™* lndoplex®, green tea extract, Glucarate, Green Tea {Camellia sinensis)
maitake D-fraction, turmeric, Leaf Extract, Indolplex Complex, Grape (Vitis
vitamin D3 cholecalciferol and vinifera) Seed Extract, Maitake (Frifola
grape seed extract” frondosa) Mushroom Extract

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has

substantiation that tha stat, x@elnsfle truthful and not misleading.
By: I :

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 3 /2,5 /D.S

[f you have any questions, please contact Robert Doster, Senior Vice Presxdem of Scientific Affairs at
(920) 406-3608.

Sincerely

Jeit P

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®
NF Formulas < PhytoPharmica &
v Tyler Encapsulatxons V:talme Formuias P“YTOP"ARN“CA'

825 Challenger Drrve, Green Bay, Wi 5431 1‘8328

920 469, 121 3 5 F; B8R 570,6480 fﬂnmlmnhr\

P: 920.469.9099 » F: 920,469‘4418 (Phyto)

9755 SW Commerce Circle, Su;te B2
VVIISUHVIHE, Vl\ 7/9?\-’ r

P: 503.582.8386 « F: 503.582.0467

March 25, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

Coliege Park, MD 20740

RE: Label Claims/Disclaimers

Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the excmptlon to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act, These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

PRODUCT NAME*«‘

Protectwe Breast

Formula™*

The ingredients in Protective Breast

Formula were selected because each
provides demonstrated breast health
support through one or more different
pathways, mcludmg antioxidants,
hormone detoxification, and immune
system support.* When used in
conjunction with a balanced diet and
healthy lifestyle choices, Protective
Breast Formula provides superior
support-for breast tissue health.”

-vinifera) Seed Extract, Maitake

Vitamin D (as cho ecalcxferol)
Calcium (as calcium D-glucarate),
Turmeric (Curcuma longa) Rhizome
Extract, Calcium d-Glucarate, Green
Tea (Camellia sinensis) Leaf Extract,
Indolpiex Complex, Grape (Vitis

(Frifola frondosa) Mushroom Extract

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

Lo

By:

Robert Doster
Title: Senior Vice President of Suentxﬁc Affairs
Date: 5/55/05




If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

74P by

Michael P. Devereux
Chief Financial Officer

Sincerely,

Protective Breast Formula 16e



INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica &
Tyler Encapsulat«ons © Vltahne Formulas PHYTOPHARM|CA.
9755 SW Commerce Circle, Suite B2 825 Chaltenger Dnve, Green Bay, Wl 54311 8328
EN._.YM - Ti —~ THEEAP'Y Wilsonville, OR 97070 P: 920.469,1313 « F: 888.570.6460 {Enzymatic)
e G T AR R T P: 503.582.8386 -~ F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
Woat Better feeis ure”

March 25, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufacmred, Packed, and/m Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(1)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the cxcmptxon to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the xmmedxate future, and may be exploratory

in nature.
PRODUCT NAME H{S)TOWHICH THE
; SOEA P 5 . D IM:REEERS:
Protectxve Breast Supplemental antioxidants from food | Vitamin D (as choiecalcrferol),
Formula™* or supplements can boost the body's | Calcium {(as calcium D-glucarate),
own natural antioxidant defenses.” Turmeric (Curcuma fonga) Rhizome

Extract, Calcium d-Glucarate, Green
Tea (Camellia sinensis) Leaf Extract,
indolplex Complex, Grape (Vitis
vinifera) Seed Exiract, Maitake
(Frifola frondosa) Mushroom Extract

1 certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has

substantiation that m§ ‘1 ‘tfe truthful and not misleading.

By:

Robert Doster
Title; Senior Vice President of Scientific Affairs

Date: 3/?.5/05

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608. '

Sincgrely,

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas = PhytoPharmica &
- Tyler Encapsulations = Vitaline Formulas P"YTO"HARM'CA'
9755 SW Commerce Circle, Suite B2 325 Chaliengér Drlve, Green Bay, Wl 5431 1 8328
ENZYM ATIC TH ERADY Wilsonwille, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)

e P: 503.582.8386 - F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
WhatBeﬂef'feeIslihe.'" ’
A——————

March 26, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has-a label that contains a statement provided
by scction 403(r)(6) of the Federal Food, Drug and-Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g){(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

'PRODUCT NAME oo STATEMENTS INGREDIENT(S) TO WHICH THE
o R R N # ~CLAIM REFERS ° ’
Protective Breast Grape seed extract is a powerful Grape (thls vinifera) Seed Extract,

Formula™* antioxidant ingredient found in
Protective Breast Formula.* In a
scientific study, grape seed exiract even
exhibited more powerful antioxidant
activity than vitamins C and E.*

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

L pudedd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 3/42& /05

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Sincerely,

ichael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica . &
Tyler Encapsulatmns Vutalme Formulas ?HYTDPHARMI(A'
2755 SwW Cammerce Circle, Suite 82 825 Challenger Drave, Green Bay, WI 5431 1-8328
vv’l{SGﬁvugc, OR 970"}!\ D, \o')n AAQ 1 21 'l & ﬂ RRR <7n AAR(\ /Fn?\lm:hr\
- P: 503.582.8386 -« F: 503.582.0467 P 920.469.9099 « F: 920.469.4418 (Phyto)
Woat Better fels iive”
A S,

March 26, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

PRODUCT - | 7 “.i ' STATEMENTS lNGREENENT(S) I0 WHICH THE -
Protective Breast | Other research has shown that the ‘ Grape (Vms vnnn‘era) Seed Extract
Formula™> antioxidant activity of grape seed extract

aids in the overall functioning of healthy
cellular production and immune support.” A
recent study in an animal model found that
grape seed extract was associated with a
50% increased benefit in breast cell health.*

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has

substantiation that WQ?E;{S truthful and not misleading.

By:

Raobert Doster
Title: Senior Vice President of Scientific Affairs

Date: 3 /ZfKe/O_S

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608. *

Tt P by

Michael P. Devercux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas -~ PhytoPharmica &
Tyler Encapsulattons - Vltahne FormuIas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Chaﬁenger Dnve, Green Bay, Wl 5431 1-8328
ENZYMATIC TI.IERAPY Wilsonyville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
P: 503.582.8386 - F: 503.582.0467 P: 920.469.9099 -« F: 920.469.4418 (Phyto)

Woat Better feels like™

March 26, 2005

Office of Nutritional Products, Labeling &
Dictary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

INGREDIENT(S) TO: WH!CH THE
Lot e T R Y RS o i CLAIM:REFERS - - :
Protective Breast Green tea is well known for its antioxidant Green Tea {Camellia smensm) Leaf
Formula™> abilities as well.* Green tea compounds, Extract

called polyphenols or catechins are the
components studied for their beneficial
effects.” To date, most research has
centered around a catechin of green tea
calied epigaliocatechin-3-gallate, or simply,
EGCG. In scientific and clinical studies,
EGCG from green tea works as an overall
antioxidant and a powerful scavenger of
free radicals.* Specifically, studies have
found EGCG supports healthy breast cell
development.”

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading,

LLo0dd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 3/.2 & /05




If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608. i

t Sincerel? /O

Michael P, Devereux
Chief Financial Officer

Protective Breast Formula 20e



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®
NF Formulas -~ PhytoPharmica &

Tyler Encapsulatxons N Vltalme Formuias . P"YTOPHARM'CA'
9755 sW Commerce Circle, Sucte B2 825 Challenger Dnve, Green Bay, Wl 54311 8328
ENZYMATIC THE BAPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
CaEREE e e P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

Wwhar Better feels tive”
———

March 26, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a'label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1X(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory

in nature,
PRODUCT NAME INGREDIENT(S) TO:WHICH
. L Z“THE CLAIM: REFERS « 7"
Protec’uve Breast Green tea has been shown in research studies | Green Tea (Camellia
Formula™* to both increase the activity of antioxidant sinensis) Leaf Extract

production systems {(glutathione peroxidase and
superoxide dismutase enzyme), as well as
protect lipids and proteins from oxidation.*
Finally green tea has also shown COX-2
inhibition, and support for healthy cell replication
and development.”

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that t ﬁi@ﬁre truthful and not misleading.

By:

Robert Doster
Title: Sentor Vice President of Scientific Affairs

Date: 3/2& /0,5

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Sincerely,

Ll P Lot

Michacl P, Devercux

Chief Financial Officer




what Better feels tike”
——————

March 26, 2005

INTEGRAYIVE THERAPEUTICS INC.™
NF Formulas «+ PhytoPharmica
: Ty!er Encapsulat»ons - thahne Formu!as

9755 SwW Commerce Circle, Suite B2
VVII)UIDVHIC, Ul’\ ’IUIU

P: 503.582.8386 =+ F: 503.582. 0467

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS §10

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Sir or Madam:

ENZYMATIC THERAPY"®
&

PHYTOPHARM!CA‘

825 Chaltenger Dirive, Green Bay, Wl 5431 1-8328
P: 820.46%.1313 » F: B8B.570.6460 {(Enzymatic)
P:920.469.9099 - F: 920,469.4418 (Phyto)

This letter is fo notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a plodmt we currently market or plan to market in the immediate future, and may be exploratory

in nature.

- PRODUCT NAR

Protective Breast
Formulg™*

Recent research alsc shows a

-—m—*——-
Vltamm D (as chotecaicrferoi) Calcmm (as
link between COX-2 inhibition calcium. D-glucarate), Turmeric (Curcuma
and support of healthy breast longa) Rhizome Extract, Calcium d-
tissue formation.” Glucarate, Green Tea (Cameliia sinensis)
Leaf Extract, Indolplex Complex, Grape (Vitis
vinifera) Seed Extract, Maitake (Frifola

frondosa) Mushroom Exiract

I certify that the information contained in this notice is complete and accurate and that Enzymanc Therapy, Inc. has

By:

substantiation that mv &;te truthful and not misleading.

Robert Doster

Title: Senior Vice President of Scientific Affairs

Date: 3/&/2 /0!

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at

(920) 406-3608.

Sincerely

Michael P. Devereux

Chief Financial Officer

it p Loy




INTEGRATIVE THERAPEUTICS INC.” ENZYMAYIC THERAPY®

NF Formulas s PhytoPharmica . &
Tvier Encansulatmns “ Vn-almp Fnrmu!:-n PHVTOPHARMICA‘
9755 sw Commerce Circ{e, Sunte B2 825 Chatienger Drive, Green Bay, WI 5431 1~8328
ENZYMATIC THE BAPY Wilsonville, OR 97070 b P: 920.469.1313 -~ F: 888.570.6460 (Enzymatic)
W TR TR N g a P: 503.582.8386 - F: 503.582.0467 P: 920.469.9099 - F: 920.469.4418 (Phyto)
What Better feets tike™
A ———————.
March 25, 2003

LNT

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6} of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

Protective Breast | In scientific studies, turmeric shows COX-2 Turmenc {Curcuma ionga)

Formula™* inhibition and general support for healthy cell Rhizome Extract
development.* Turmeric seems {0 be COX-2
preferential—not inhibiting the activity of the
beneficial COX-1 enzyme involved in suppotting
the stomach lining.* Additional recent research
has investigated turmeric’s ability to scavenge
free radicals.”

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc, has

substmhmontm}Wﬁ ﬁ{qre truthful and not misleading,

By:
Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 3/2549(

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Sincerely

it P Loup

Michael P. Devereux

Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™- ,ENMZYMATIC THERAPY®

NF Formulas « PhytoPharmica &
Tyler Encapsulattons @ thahne Formulas ’ PHYTOPHA“M'CA'
9755 Sw Commerce Cm:le, Suite B2 825 Chauenger Dnve, Green Bay, WI 54311 8328
ENZYM ATIC THERAI)Y Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
e e o P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 . F: 920.469.4418 (Phyto)
what Betler feeis ke
A—————
March 27, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dcar Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)}(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate fiuture, and may be exploratory
in nature. -

Protectxve Breast | For years, an observational association has been indo{piex Complex
Formula™* noted between healthy estrogen balance and a
high dietary intake of vegetables, suchas
broccoli, cauliflower, and cabbage.* Scientific
study determined that such cruciferous
vegetables contain several phytochemicals,
including diindolylimethane (DIM).*

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has

substantiation that m6neﬁtrx'e truthful and not misteading.
By: )

Robert Doster
Title:  Senior Vice President of Scientific Affairs

Date: 3/2'7 /05

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Sincerely,

Midhael P. Devereux Z

Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formuias « PhytoPharmica &
Tyler Encapsulations « Vitaline Farmulas . PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
wem e mr et R e e w 1x P: 503,.582.8386 « F: 503.582.0467 P: 920.469.9099 « F. 920.469.4418 (Phyto)
Woar Better jeels itke™
p—————
March 28, 20035

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letler is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54317 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201 {g)(1XC) of the act and comply with section 403(r){(6) of the act. These claims are
not pecessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
1 nature.

--PRODUCT:NAME

Protective Breast Research has shown-that consumption of DIM
Formula™* increases the ratio of desirable 2-hydroxy and 2-
“methoxy estrogen metabolites over the undesirable 16-
hydroxyestrone estrogen metabolites.” Scientific
studies have also found that DIM directly supports
healthy cell development in breast tissue.*

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has

substantiation that pe stateamr’jiu'e truthful and not misleading.
By:

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 6/&?/05

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica &
Tyler Encapsulations - Vitaline Formulas PHYTOPHARMICA'
9755 SW Commerce Circle, Suite B2~ 825 Chalienger Dnve, Green Bay, WI 5431 1 8328
ENZYMATIC THE B.APY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
e P: 503.582.8386 » F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto)

WbatBetter feels like”
————

March 28, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc, at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by scction 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to scction 201 (g)(1)X(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
i nature,

~ PRODUCT NAME«‘: -

: NGREQIENT(&HTO%WHI’CH ,
v RN Bk L TN ; 9 W THE-CUAIMGREEERS -
Protective Breast Extracts of maitake have aiso been Maﬁake (Frifola frondosa)
Formula™> investigated for their effects on immune Mushroom Extract

system health and celiular development.*

1 certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

. Lledd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 3/2—5’/05

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

it p by

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.”- ENZYMATIC THERAPY®

NF Formulas ¢ PhytoPharmica &
Tyler Encapsulatnons - Vntalme Formulas PHYT“PHARM|CA‘
9755 SW Commaerce Circle, Suite B2 825 Chaﬂenger Dnve, Green Bay, WI 5431 1—8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 . P: 920.469.1313 » F: 888.570.6460 (Enzymatic)
R = s P: 503.582.8386 . F: 503.582.0467 " P:920.469.9099 « F: 920.469.4418 (Phyto)
WhatBelterfeels ke
——————
March 28, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 8§10

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Sir or Madan:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

STATEMENTS

PRODUCT NAME o
P WHiCH THE. CLAIM :

Protective Breast D-fraction is one of the key compounds in maitake | Maitake (anola frondosa)
Formula™* mushrooms.* its primary benefit is to boost the Mushroom Extract
activity of important immune system cells.* In a
clinical study, maitake D-fraction enhanced
natural killer cell activity by 1.2 to 2.7 times.”

Other clinical and scientific studies have been
encouraging as well, showing that maitake D-
fraction induced a healthy immune system and
cellular response.* All the participants in a clinical
study experienced increased natural killer activity
and support of healthy cellular development.”

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has '
substantiation that the statements are truthful and not misleading,

L4044

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: J/&?/O.S




If you have any questions, piease contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Sincerely,

VR

Michael P. Devereux
Chief Financial Officer

Protective Breast Formula 28e



H INTEGRATIVE THERAPEUTICS INC.” . EMZYMATIC THERAPY®
i NF Formulas ~ PhytoPharmica . &
- - e T ] - . PDMYTMADIADRAMMI&~ASC
Tyier Encapsuiations - Vitaline Formuias FRYTOPRARNMICA

9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-.8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 » F: 888.570.6460 {Enzymatic)
T P: 503.582,8386 « F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
What Better feels ke
a—————
March 28, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 8§10

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)}(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

INGREDIENT(S) TO"
WHICHTHE CLAIM.
R T ) N - REFERS '
Protective Breast The benefits of vitamin D for bone health have Vitamin D (as
Formula™* been well documented.” New epidemiologic cholecalciferol)
studies have now shown that higher dietary intake '
of vitamin D is associated with support for breast
health.” Cholecalciferoi, the biologically active
form of vitamin D (also known as vitamin D3) is
now the focus of research to determine exactly
how vitamin D's benefits for breast tissue are
attained.”

PRODUCT NAME STATEMENTS

Scientific studies have shown that cholecalciferol
encourages healthy cell growth and cell
differentiation.” These studies show that
cholecalciferol enhances the body's own natural
immune defense, support normal cellular health
and support TNF-alpha (a protein involved with
inflammation)-induced defense of breast cell
tissues.”




1 certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the gigtenyents aye gruthful and not misleading.
. i ﬁﬁ off { &

L
By:

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 3/25’/05

If you have any questions, please contact Robert Doster, Senjor Vice President of Scientific Affairs at
{920) 406-3608.

Sincerely,

oLt P g

Michael P. Devereux
Chief Financial Officer

Protective Breast Formula 29¢



